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I. Submitted By: Hudson Diagnostic Imaging LUG
610 Boulevard
Elmwood Park, NJ 07407

2. Contact Person: Dr. Martin E. Wendelken

3. Name Of Dcvicels:

a. Trade Names: Hudson 8000 Ultrasound Scanner*
Hudson 9000 Ultrasound Scanner"

b. Common Name: Ultrasound Scanner

c. Classification Name: Ultrasonic pulsed echo imaging system

FR No. 892.1560 Product Code: 90-IYN

4. Legally Marketed Device for which we are claiming substantial equivalence:.

Scanner Trade Names: Mycolor 202 (Pico) Ultrasound Imaging System*

Manufactured and Distributed by:
Medison America Inc.
11 075 Knott Avenue
Cypress, CA 90630

Scanner 5 10(k) Number: K031552

Scanner TradecNames: Aloka SSD-900 Ultrasound Imaging System**
Manufactured and Distributed By::

Aloka Co. Ltd.
10 Fairfield Boulevard
Wallingford, CT 06492

Scanner 5 1 0(k) Numbers: K983879

Scanner Trade Names:Hudson 2020, 2040, and 2060 Ultrasound Imaging Systems
Distributed by :

Hudson Diagnostic Imaging LUG
61 0 Boulevard
Elmwood Park, NJ 07407

Scanner 5 1 0(k) Number: K0l11284
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PREMARKET NOTIFICATION 510(K) SUMMARY
Page 2 of 2

S. Description of the Device:
The Hudson 8000 & 9000 Imaging Systems are diagnostic ultrasound

scanners which incorporates a proprietary method of imaging wounds both

cavernous and non-cavernous types. The ultrasound scanners use linear

array transducers (5-l10 Mhz). The scanners are capable of imaging

wounds including pressure ulcers which may invade and penetrate tissues

as much as 6 cm in some areas of the body.

6. Intended Use of the Device:
High resolution ultrasound imaging of wounds

7. Summary of Technological Characteristics compared to Predicate Device:

The technological characteristic the predicate devices are cquivalent. The

incorporation of the Wendelken / Pope method of imaging wounds using

diagnostic ultrasound along with predicate and equivalent ultrasound

contact media provides for the imaging of wounds.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

'JUN 1 0 2004 Rockville MD 20850

Dr. Martin E. Wendelken
Official Correspondent
Hudson Diagnostic Imaging L.L.C.
610 Boulevard
ELMWOOD PARK NJ 07407

Re: K040926
Trade Name: Hudson 8000 and 9000 Ultrasound Systems

Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system

Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system

Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer

Regulatory Class: II
Product Code: 90 IYN, IYO, and ITX
Dated: April 7, 2004
Received: April 26, 2004

Dear Dr. Wendelken:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the Hudson 9000 Ultrasound System

with UST-5524-7.5 40mm Linear Array Transducer and the following transducers intended for

use with the Hudson 8000 Ultrasound System as described in your premarket notification:

HL 5-9ED 5-9 MHz Linear Array
C2-4ES Curved Linear Array
C3-7ED Curved Linear Array

HC2-5ED Curved Linear Array

EC4-9/lOED Endocavity Curved Linear Array
EC4-9ES Endocavity Curved Linear Array



Page 2 - Dr. Wendelken

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Fedea egse .

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1, please
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR Part 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Intemnet address
,,http://www. fda.gov/cdrh/dsmamain.html".

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

4r~Nancy C. Brogdo
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Hudson 8000 Ultrasound System

Olagnosic Ultn-ounmd kdlcsdons fee US. Form

Fil out. ow form for eaCh uinooaMd sytwm aid eanc tr.-nid.c*

Irtndod Use: Diagnoc utArczind Inagirg or fide flc* a naysis d the uiman body es fIOws:

C**=1 NpmkamOO", A B M PWO CWO Ccbr M C Ca d Om

p p P p Note 2 4otre3.4,6

p p p p Note 2 4otc3.4.6

I' I' i' t - 02

p l) p]S)~ ei

1~ Note 2 Note 7
smooth ~ ~ P 1

[ T .... P:,a. Note 2 3.

Notc 2 ore 3,6

Note 2 NOtc

N,,.ten 2: PW./Color t~oppler. PWD/Power Dpler: CWD/Col' r Dopl WD/ PNote 2 l oper 3.6
P P P I

~;.W...di6 Wokilld",~ N N -Noe 
O{2,

W- rew Inication; p- provio~ly cian by Fi DA. E-- added under Apof.di -- Fc

Addlonal No,~~,te I: -i conjunction with Wcndelkeln /Pop scanning method and contact media.

Note 2: PWD/Color Doppler. PWD/P'ower Doppler; CWD/Color Doppler; C~WD/Power Doppler

Note 3: Includes Imaging fior guidance of Biospy- Note 4: Tissue I rirmonic Imaging

Note 5: lxample: Thyroid, ParaThyroid, Breast. Scrotum, & Penis in adult, pediatric and neonatal patients

Note 6: 3I1 Imaging Note 7: Color M m(oc N<teHudo4n $000 Scanncr isa relabclcd Mcdison Pico Scanner

See K03 1552 win'r , , -

vI, r ro '< ductive, Abdominai,
Prewscipfion Use (Pr 21 cFR 80.109) IicaI deves

.,7 ~, ,,., ,.~JDevices



Itudson IlL S-9E1)--5-9 Mhz Linear Array Ultra.ound Transducer

Diangio.c UNmSound Indication for UW. Form

Fill out one form for each ultrmasoud sys/un and each amducar-

Inrended Uso: ODaginoc uf-saCUfnd in'aging or 1aM flow enalyns df the human body as tdflos:

Qbd.W APP01tfl A S U PW12 CWD Ca rt c C.nd W

Oop Dop~s Veocy (~,s,,:) (s.pc4')

A-~~~~~~~-

p p p P- Notes: 121,3,4

p p P P P- Notes: A.1.2,3

P I'- Notes: .2. 3

I'- Notes: P.2, 3

:p
- No,..lte:

O7,m-;~..r..~ f i Wounds N N N IN-Note I Ne:2,i

1- rnm indaon; pr pv:ou~sy cred by FDA; Er add underx Append, E

A:didtonal C:norf: in conIunctton with Wendelkcn / Pope scanning, method and cottact media.

Note A: Ihyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note I: PWD/Color Doppler, PWD/PowCr Dopplcr Note 2: 3D imaging

Note 3; CWD/ Color Doppler. CWD / Power Doppler Note 4: Tissue Harmonic imaging-

Note 5: The HudsonHL5-9EDprobhc isa rclabelcd Medison Ill,5-0 ED probe-See K031552

Praecrpdon Ls (Per 21 CUR 801.109) DI1VlS;(': I Reproductive, Abdorri:ai,
fli' Pv :ilogical Devices
..... ) Number Kt& ; Id..

46-A



Hudson C2-4ES- Curved Linear Array Transducer

Disanoouc Ultrasomud lndii0om for U. Form

All out or. foe.. for each flrmeuxmd sysammn and eI t.n:d'ar.

Irdtendl Uso; O:tc ultrsosd Imaging or fu flow araNysis df the human body as follows:

OIk* AAhw,m A B PWO CWV DA.jt C44 CCatfrwo Oth
-.P DOqPW Vew10* (up-dly) (a.a-d

*.wsbtm.d- --

-A Cphk

ca~cS. Adult -J p p p Note: I Note: 2

P- . nowVdicsVair*. __ p=rd by FDA: E._dundof App. _x

No,te I: PWD/(:Qoor DopplcrL l'WO/Power DlopplerC CWD/Color Doppler, CWD/Powcr Doppler
Note 2: Color M Mode

Note 3:T'hc IlHudson C2-4 I. probe i:a rellbeled Mcdison C2-4 IL. prolbe Sec K031552

C~n .t ciie, O4%. - .7£ . (OrE)

vl',ap ir 34 -Off)4
PrscripliontLiao(Par 21 CFR801.109) .VJjf If erdcieA)l

· Rr: diokagical Devices
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Hudson C3-7ED- Curved Linear Array Transducer

Diognoak: Utn-mmnud lndicaotEwm for U" Form

Fill oot v, foln.n for am ultrasound mysAm and mtn u'md& r.

Intorhed Use: Dianosic uitrasanrtd Imagif, or Iid flow analysts of the hurnwb body as follows:

QWAGMA~kwd. A a S PWD C6fl cowc $AtOW C4~' Cwrt&-O Ot
DopPit_ Dopit' wVay (-df1') ('W")

-. W - 1 ,,p p p Note: I qote:2.3.4

A.b..n.-, IP p p p ,, Note: I otc:23,4

______ r ~ p p Note: I ,otc:2.3.

rmrm~~~~~~~~~~~~~~~~..O~....

C~a=,--- -

MT w ~ fc.Mr _________Coof_

4 --

N~= r~aw Irwlicaon; P=la',wlously de n,,: by FO:A E- _ded-~~ mnIOAppa t~ix E

Note I'P WI)/('olnr Donnier. PWD/P(ower Donoler. CWD/Color Doppler, CWD/Power Doppler:

Note 2: Includes imaging for guidancc ofbaospy Note 3: Tis~sue HarmOnic Im-aging Note 4: 3D Imagilng

Note 4: The Hludson C3-7 EF) probe ;s a relabeled Medison C3-7 El_> probe--Sec K03 1552

Prssolp ion~(Pm~ A cF o.o), .~~~> Reproductive, Abdomnmai,
,~.,Radiological Devices
li. ~ !u, mber P t



Hudson C3-7E- Curved Linear Array Transducer

Olagowdc Ulnmoand lodicekiov for U.. Form

Fill out ov fonn fr each uibeonod .ymtnmn mau - bwmdulJ.

irtiidod Lise: Diagostc uitusaund Ivning~r or kiad flow analysis of the human bodly as fdlows.:

O~wc lw&bwwn. A a S PdO ClAD C~h Antt,~ ca'~ Ca'fd 0

DOPOW DOO V4ocky (-pdfy) (np-*)

, P, PpNoeI ote:2.3A4

A__ ___ ___r _ __ ___ _ p £ Note: I oftc:23A4

() fly Note: I otc:2,3.4

s-an _ _ay

P1*t~ Vat___

N new indication; P--rwp ttuay deed by FDA E= addedune~ridrspendtxlE

AdditionalI Cornvertts:___________________________________

Note PPWD/Color rNonnier. PWD/Power Dornier. CWD/Color Doopler. CW/ower Dopler

Note 2: Includes imaging for guidance of biosPY Note 3: Tissue Hzirmordc 1miging Note 4: 3D Imaging

Note 4: T'he Hudson C>3-7 CD probe is a relabeled Medlison (3-7 IlD probe-Ste K(031552

Cn~r clcat, Ofltof

Prescrptin Lk (Par21 CFR 80i 1Og) o.vS f Reproductive, Abdamn~ak
:~KRadiological Devices

L'0(k Enumber V 9;4~
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C

Hudson HC2-SED- Curved Linear Array Transducer

Diagnofic UWtraqwd Indicalonw for Uis Form

FIll out one forme for each ul'acund .ylAn wad mmh tnurnmicar.

Irdeanod Use Diwnocsh uifrasund Ima'gng or fluid flow an'aJsi of the human body -s flrlows:

0bW Iwtmww A B Mi M0 CAD Car An.9t1. calr Ca.tkl.d OC-
flPOd MOO Vfx*y (u.dl"Y) (s.E~fY

____________________ -1) z1)... IL.. - 2 L . _N ote: I V ote:23.4

Abdamng ___________ - 2 . JL. .. L - _________________ Note: I Votc:2,3,4

______ ______ ______ p p p p Note: I 1otc:2.3,4

-. Oma~ (Spactr),,
Np- -

~ c -.~'~....
tA" C qtlph _ _ __ __

Iclm~arda~
Tn &Mu _____

Pwlph V qa _ _ _ _ _ _

NM now ndication; P= p(ullyMcldeared by FDA; E= added under Apendix E

AdditioiU4 Co.wr :__erda:

Note I :I'Wf)/C(:olr I)opplcr, PWD)/PoIwer I)opplcr. CWD/Colhr Doppler, CWDIPowcr Doppler;

Note2: Includes imaging for guidance ofbiospy Note3: Tissuc Harmonic lmnging Note 4: 3D Imaging

Note 5:1 TheI udson ttC2-5 ID probeis : relabccd Mcdi.sn HC2 2-5 El) probe See K031552

CcwwCn@4 K Otfla -C

Prns:idpon .Ut (Pr21 Ca sonio) ' ;,c productive, Ab:rn -r09

tooical Devices



Hudson EC4-9/IOED- Endocavity Curved Linear Array

Diagnodic Utriasound Iodjcatiors for U.. Foon

nil cit or. form fog each ulcusound sy i and .h ruwdur.

Ir~noded Us: DIanosJc ultsaind imaging or flud flow analysis d' the humn body as foWows:

wowfMp&tw, A B S PWO CWD c04W A.1(n~ ,i. Co C..mrmed 0
DOWp- Da% Oopp~ w i=y (.p-e*) (.pd~

kfl~pN( y)

A..amwd ewn q:Oo.&
-Sm O, .odM_ ._ _ _

I_~m.. p p p p Note: I ote:2.A

Lr,..~,.~,W I p p ,p Note: I oWe:2.3.

Pywipr*..r Va.n~ ___

N-, rtwmldication; P- iwvlulydeej'edbyFDA4 zEM-o d ,nierApp-odixE

Add ional C:.nman:

I -P.VFnlr~' [r'-u I'WI/p/P,, ,r r CWO/n/IC n ("WI)/Pl ntwvr lllnPpl-r

Note 2: Includes imaging for guidance of biospy

Note 3: Includes infertility monitoring. of follicle development Note 4 3D Imaging

Note 5: The 1udson EC 4-9/OED probe is a relabeled Medison EC 4-9/lU ED probc S-Uc K03 I552

c~~~~..o -:~wn.? n-iff - XneP

.ivisc.n O, Reproductive, Abdominal,
PMs.tUon (Per 21 CFR o1.10) aMi Radiological Devices
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Hudson EC4-9ES-- Endocavity Curved Linear Array

DiagioSdc Utfrsunmd Sndlc*Uons for Use Fofnn

Fill OiA On. faMi fotr earh ultraOund syxn "u .sch nauducee.

Irpn~dod Use: DOngostc ukb~uraid ImaghWg or fluid flow aen ia df thue hbtwsn body as tdkows:

Cb**. AM&% A B 1. PWOD C* Co4. Nrflt l COr CtM.3

P.Outfw

pu.'

Pdd1ona vCorr-____r _____

NncI 'WD/Cofor Dlonicy PW/oM ope WDC~fDplrCD/Power Doppler

Nowt 2: Includes imaging for guidance of biospy

Note 3: includes inlizrtility monitoring of Ibilicle dcvci~pmei.I Note 4: 3D Imaging

Note5:1 Ihe Hudson EC4-9F.S probe is a relabeled Mcdison EC4-9 ES probe-See K(031552

Ccno~n t 0OwW at e&

PrasaiPdontLie (Per 21 CM e0i.109) i <&p ductive, Abdomintai.
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Hudson 9000 Ultrasound System

Diagnostic UIf-at3mnd Indicaaon$ for Use Form

Fill out aorm form for s.ch ubuso.mud uyron and such 'wsducu-

Irtanded Use: 0agnoetic uWtnaund imaging or fld flow arflysis of th human body as fdolows:

_ _ _ 
_ S~k~ _~ T SA 0,0m

p p 3B/M

~~~~~~~~I I' /M

' ... P P. B/M
p,6out p I' - -RB/M 

Note 2

p p B/M

A" P P _ RB/M

Can Pediatric
P P B/M

I$M

PfUpWd Vchr E P ~PT VIM

p p ~~~~~~~~B/M

rw- Indkijon: P-- pnwkusy cdarne byFAm=avo d podo( E

AddidonalCorrmworts.______________________________________

N<otc I: in conjunction with WcndQlken IPope scanning. methoda3 i~d contalct iedia.I

Notc 2: Thyroid. Parathyroid. Breast. Scrotum., Penis in adult, Pediatric and Neonatal Patcits

Note 3:Thie hudson9')O Ultrasound Systc'n is a rlabetxled Aloka 900llltruisoun'l SystcnI Scc K983R79

Ca'a~i CI'0ed.* ri (00Mi

(Division Sign-Off)
Pteck~tonUQ(Pa 21 CF 01A9 Div'-4on of Reproductive, Abdominal,

&no Radiological Device$
E51U(k) Number _ _ _ _ _ _ _



Hudson UjsT-55124--i.5 40mm Lincar Array Ultrasound i'ransducer

Oi~gnoSdc Uftrmsatojd Indicadions for Ue F~orm

RII out one Ku.. for each utmeunoxd sy~ste m nech unauducsc.

hrtaefdo Use: Oiec-oeOtc tLfrasajnd Imaglng or &Aud Iflowe analysis of the hujmwn body as Idios:

ad& pAwdcs A B hi PYWO CVt? Ca flt~~ d atw ~

P~~~~~~~~~~~~~dbai ~ i e 'f s~ t) .~f'

A" - - _S

P-lint

pamda .

Caidi ~od, N I Nn

Tvinntotan arflI A

P-4r~ ~ ~ ~ ~ ~~~~(iMso vm

Prtczi*' Lh Pr2(CRW.0) ii j erdciMAdmnl

N nw ixiiaan P~prw 1vius~ deed y ndtc E=added trdeal Devuices

Add~owl aynon:___________________________________________________________


